
^ United Swes Rvtent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Ad&tsr COMMISSIONER FOR PATENTS 
P.O. Box 1430 

Alexandria, Vnginin 223 1M 450 
w w w.nspto gov 



APPUCAT10N NO. 



FILING DATE 



FIRST NAMED INVENTOR 



TTORNEY DOCKET NO. 



CONFIRM ATI ON NO. 



09/869,000 



06/22/2001 



Arwed Cleve 



SCH-1677 



7941 



23599 7590 07/01/2003 

MILLEN, WHITE, ZELANO & BRANIGAN, P.C. 
2200 CLARENDON BLVD. 
SUITE 1400 

ARLINGTON, VA 22201 



EXAMINER 



QAZI, SABIHA NAIM 



ART UNIT 



PAPER NUMBER 



1616 

DATE MAILED: 07/01/2003 



Y 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/869,000 



Examiner 

Sabiha Qazi 



Applicant(s) 

CLEVE ET AL 



Art Unit 

1616 



« The MAILING DATE of this communication appears on the cover sh et with the correspondenc address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on 23 August 2001 . 
2a)Q This action is FINAL. 2b)IEI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under.£x parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) D Claim(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) 1-13 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* see the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 6 . 6) □ Other: 
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Art Unit: 1616 

Claims 1-13 are pending. Preliminary amendments filed in paper no. 5 
and 7 are entered. 



Claims 1-13 are generic to a plurality of disclosed patentably distinct 
species comprising testosterone derivatives having substituents A-B-C-D at 7- 
position of the steroid ring. See for example compounds of claim 9. 
Pharmaceutical agents containing compounds of claim 1 and their uses are 
also claimed. Applicant is required under 35 U.S.C. 121 to elect a single 
disclosed species, even though this requirement is traversed. 



Election/Restrictions 



s. 



Y 




H 






O 



s 



7alpha-[7-(Acetylsulfanyl)heptyl]- 1 7beta-hydroxy- 1 7alpha-methylandrost-4-en-3-one Potassium thioacetate 
Caution: Stereochemical terms discarded: 17alpha ? 17beta, 7alpha 
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During a telephone conversation with Attorney Anthony Zelano on 
6/17/2003, provisional election was made with traverse to prosecute the 
invention of the compound 80 on page 52. Affirmation of this election must be 
made by applicant in replying to this Office action. The structure of elected 
species is drawn above. 

Should applicant traverse on the ground that the species are not 
patentably distinct, applicant should submit evidence or identify such evidence 
now of record showing the species to be obvious variants or clearly admit on 
the record that this is the case. In either instance, if the examiner finds one of 
the inventions unpatentable over the prior art, the evidence or admission may 
be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non- 
elected invention, the inventorship must be amended in compliance with 37 
CFR 1.48(b) if one or more of the currently named inventors is no longer an 
inventor of at least one claim remaining in the application. Any amendment of 
inventorship must be accompanied by a request under 37 CFR 1.48(b) and by 
the fee required under 37 CFR 1.17(i). 

Claim Rejections - 35 USC §101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, 
machine, manufacture, or composition of matter, or any new and 
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useful improvement thereof, may obtain a patent therefor, subject 
to the conditions and requirements of this title. 

Claims 10-12 are rejected under 35 U.S.C. 101 because claimed 
invention is directed to nonstatutory subject matter. Claims — are drafted in 
terms of "use', however "use" is not one of the statutory classes of invention. 
Clinical Products v. Brenner, 1449 USPO 475, 476 (1966). 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject matter which 
the applicant regards as his invention. 

Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

It is unclear what is intended by the term "derivative* in the claims. It is 
suggested to delete this term. 

It is unclear what is the meaning of m > 1 in the definition of 17a. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the 

invention, and of the manner and process of making and using it, in 
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such full, clear, concise, and exact terms as to enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, 
to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 10-13 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such 
a way as to enable one skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 

Claims 10-13 are broad and compounds tested as shown in the 
specification are compounds 53, 80 and 87 (page 67). Results show the data of 
antiandrogeneity and androgeneity. Since claimed invention contains 
hundreds of compounds there is not enough data provided in the specification 
to provide one skilled in the art to practice the invention without under going 
undue experimentation. 

The factors to be considered in determining whether a disclosure meets 
the enablement requirement of 35 U.S.C. 112, first paragraph, have been 
described in In re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these 
factors are: (1) the nature of the invention; (2) the state of the prior art; (3) the 
relative skill of those in the art; (4) the predictability or unpredictability of the 
art; (5) the breadth of the claims; (6) the amount of direction or guidance 
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presented; (7) the presence or absence of working examples; and (8) the 
quantity of experimentation necessary. 

When the above factors are weighed, it is the examiner's position that 
one skilled in the art could not practice the invention without undue 
experimentation. 

The nature of the invention 

Claims 1-9 are drawn to 7-substituted testosterone derivatives useful for 
long-term therapy of androgen-dependent diseases. 

The predictability or unpredictability of the art : 

There is a general lack of predictability in the pharmaceutical art. In re 
Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970). Therefore predicting the 
method of treating or inhibiting various disease states by compounds of broad 
genus is impossible. 

The amount of direction or guidance presented 

A disclosure should contain representative examples, which 
provide reasonable assurance to one skilled in the art that the compounds fall 
within the scope of a claim will possess the alleged activity. See In re Riot et al. 
(CCPA 1964) 327 F2d 685, 140 USPQ 471; In re Barr et al. (CCPA 1971) 444 F 
2d 349, 151 USPQ 724. 

In re Dreshfield, 110 F.2d 235, 45 USPQ 36 (CCPA 1940), gives this 
general rule: " It is well settled that in cases involving chemicals and chemical 
compounds, which differ radically in their properties it must appear in an 
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applicant's specification either bv the enumeration of a sufficient number of the 
members of a group or bv other appropriate language, that the ch emicals or 
chemical combinations included in the claims are capable of accomplis hing the 
desired result". 

See In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970) (contrasting 
mechanical and electrical elements with chemical reactions and physiological 
activity). See also In re Wright, 999 F.2d 1557, 27 USPQ2d 1510 (Fed. Cir. 
1993); In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). This is 
because it is not obvious from the disclosure of one species, what other species 
will work. 

The presence or absence of working examples 

There are only 3compounds tested, no other examples or test data in vivo 
or in vitro to support the invention as presently claimed. 
The quantity of experimentation necessary 

Since different aspects of biological activity cannot be predicted but 
must be determined from the case to case by painstaking experimental study 
and when the above factors are weighed together, one of ordinary skill in the 
art would be burdened with undue experimentation study. 

Since the nature of the method is so unpredictable, and since the claims 
are drawn to a broad range of pharmaceuticals for treatment of such a broad 
range of disease states, and since there is a lack of guidance present in the 
specification, the skilled artisan would have to undertake undue 
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experimentation to practice the claimed invention commensurate with the 
scope of the claims. 

Closest prior art is Solo et al., Steroid, Vol. 40, No. 6, pp. 603-613, 
(1992). See compounds 9-14 in Table II where the 7-alpha substituted 4- 
androstene-3,17 dione are disclosed. Present invention does not claim 17 keto 
compounds. 

These compounds are disclosed to be inhibitors of aromatase. 

Examiner notes disclaimer in claim s when A is C6-C13 alkylene group, 
compounds substituted at 7-position containing alkyl group from CI -5 are 
disclaimed. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Sabiha Qazi whose telephone number 
is 703-305-3910. The examiner can normally be reached on every business 
day. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thurman Page can be reached on 703-308-2927. The 
fax phone numbers for the organization where this application or proceeding is 
assigned are 703-308-4556 for regular communications and 703-308-4556 for 
After Final communications. 
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Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose 
telephone number is 703-308-1235. 




SAEHHA QAZI, PH.D 
PRIMARY EXAMINER 



June 29, 2003 



